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[6560-01]
Titk4bProtection of Environment

CHAPTER I—ENVIRONMENTAL
PROTECTION AGENCY

SUBCHAPTER I?---TTORX;: SUBSTANCES

[WVEW81OO2N FRL 817-1]

PART 71 O-INVENTORY REPORTING
REGULATIONS

AGENCY : Envh’onmental Protection
Agency.
ACTION: Final rule.%

SUMMARY: Thf8 notice promulgates the
inventory reporting regrdation8 proposed
on March 9 and August 2,. 1977 tn the
FEDERALREGISTER and supplemented
thereafter. Specifically, these regulations
require some personz who rnanuf acture
or hnport chemical substances:

(1) To report the identity of each
chemical substance manufactured at
each site of manufacture, or imported
into the United Statez, for a commercial
purpose;

(2) To estimate the-amount of each
chemical substance manufactured at
each site, or imported during calendar
year 1977; and

(3) To indicate whether each such
chemical substance iz manufactured and
uzed only within one site.

Based upon the reports of manufactur-
er and importers, EPA will publizh an
inttizd inventory of chemical substances.
After publication of the inttial inven-
tOrY, these regulation authorize report-
ing by proce.wom of additional chemical
8ubstance8. EPA will publish a revised
inventory including these substances in
1979.
DATES: These regulations are effective
January 1, 1978. Reporting for the initial
inventory by manuf acturers and import.
ers of chemical substances will begin
January 1, 1978 and end May 1, 1978.
During the 210 days after publication of
the initial inventory in late 1978, procez-
som of chemical substances, and im-
porters of chemical substances as part of
mixtures or articleR, may report addi-
tional chemical substlinces for a revised
inventory. (NOTE: Many of the termR
used in these regulations, such as “man-
ufacturer” and “processor” have a spe-
cial meaning for purposes of these regu-
lations. Persons zhould read the regula-
tion, especially the definition section
carefully, and be sure they understand
the special meanings of these terms.)
FOR FURTHER INF’ORMATION C!ON-
TACT:

Mr. John B. RNCh, Jr., Director, OffIce
of Industry Assistance, Office of Toxic
Substances (TS-788), Environmentrd
Protection Agency, 401 M Street, SW.
Washington, D.C. 20460, 202-755-0535.
To obtain reporting forms and lnatruc-
tions, call this toll-free number 800-
424-9065.

SUPPLEMENTARY INFORIWATION :
The regulations are promulgated under
the authority of subsection 8(a) of the
Toxic Substance Control Act (80 Stat.
2003; 15 U.S.C. 2601 et seq.) hereinafter
referred to as TSCA.

RULES AND REGULATIONSA

On March 9,”1977, EPA first published
in the FEDERALREGISTER(42 FR 13130)
proposed inventov reporting regulations
to govern reporting of chemical sub-
stances required by subsection 8(a) of
TSCA. On April 12, 1977, EPA published
a supplemental notice of proposed rule-
making in the FEDERALREGISTER(42 FR
19298) providing additional information
pertaining to the proposed inventory
regulations. This notice set forth in-
structions for uze of a Candidate List of
Chemical Substances and sp~ifiti min-
erals which EPA proposed to include in
the inventory of chemical substances.

On April 18, 1977, EPA held a public
meeting in Washington, D.C. to provide
interested persons an opportunity to
comment publicly on the proposed regu-
lations. On April 28, 1977, EPA published
a notice of availability of the Candidate
List of Chemical Substances for use in
reporting chemicals for inclusion on the
inventory (42 FR 21639). On July 8, 1977,
the Agency published a notice to amend
the-procedures for securing a copy of the
Candidate List on computer-readable
tape (42 FR 35183). EPA is preparing to
supplement the Candidate List with at
least one additional lizt of substances. As
soon as any supplementary list is avail-
able, EPA will publish a notice of avail-
ability in the FEDERALREG18TERto enable
persons to request copies.

On August 2, 1977, EPA reproposed the
inventory reporting regulations. In order
to provide interested persons an oppor-
tunity to comment publicly on the pro-
posed regulations, EPA held a public
meeting in Washington, D.C. on August
24, 1977. A transcript of the public meet-
ing is available for public inspection in
the Office of Toxic Substances at the ad-
dress provided above. Finally, on October
3, 1977, EPA published a supplementary
notice to the August 2 proposal. This
notice clarified the applicab~ity of the
reporting regulation to importers and
invited comment on draft reporting
forms.

EPA has received over 400 comments in
response to the notices of proposed rule-
making published on March 9, August 2,
and October 3, 1977. These commenk
were received from trade associations,
buziness firms, environmental organiza-
tions, labor unions, state and federal
agencies and others. Appendix A of thiz
notice summarizes and responds to the
significant Lssues raised in these com-
ments. The major Lszues that were re-
solved in promulgation of these final reg-
ulation are dkcuzsed below.

Appendix B of these regulations fn-
cludes copies of the reporting forms for
these regulations. These forms are pub-
lished here as sampleR of the official
forms which will be available from EPA.
These formz may not be used for report-
@?-The offici~ fOTXUS,WhiChwu be dis-
tributed to persons included on EPA’s
mafling MA, each has a unique identify-
ing number for purposes of processing.

AIJTHORITY,PURPOSEANDSCOPEOF mm
REGULATIONS

These regulations are Promulgated
pursuant to the authority of section 8(a)

of TSCA. They accomplish two of the
purposes contained in that section of the
Act. @ the first place, in accordance with
sect~on 8(a) (1) of the Act, they require
reporting for compilation of the inven-
tory of chemical substances manwac.
tured or procesed for a commerci~ pur-
pose in the United State8. The Admitis-
trator is required to compile and publi8h
an inventjrj~ of chemical substances
under section 8(b) of the Act. In the
second place, under the authority of
TSCA section 8(a) (1) (A), these regula-
tions require reporting of production and
site information on chemical substances,
which iz reasonably necestiry for estab-
lishing a profile of the chemical indus~,
monitoring chemical substances in the
environment, and setting Agency priori-
ties for implementing other provisions of
TSCA.

In the interest of accomplishing these
objectives, ~ 710.3(a) requires any per.
son who rhanufactured or imported
cherntcal substances during calendar year
1977 to report concerning all such sub-
stances if (a) thirty percent or more of
the weight of the products con.siak of
products of the types described under
Standard Industrial Classification (SIC)
groups 28 or 2911, or (b) if the total
pounds of reportable chemical substanca
manufactured or imported equals one
million pounds or more. In addition, any
person who manufactured at a site or
imported a chemical substance hi 100,000
pound quantiti~ or greater during csJ.
endar year 1977 must report concerning
that chemical substance.

By directing the reporting require-
ments to those persons who are signifi-
cantly engaged in manufacturing chem-
ical substances, EPA will create a profile
of the chemical industry rueful in future
implementation of TSCA. AZ a minimum,
the Agency will know the site of man-
ufacture of all chemicak manufactured
in quantiti~ greater than 100,000 pounds.
Moreover, for every plant 8ite subsbn-
tially engaged in pro@cing chemical
substances or chemical produck for com-
mercial purposez, EPA will know the
identities of the subsbnces manufW-
tured there and the relative quantities
in which they are produced.

As discussed further in the respome to
comments (Appendix A), EPA desires to
minimize duplicative reporting to the
extent consistent with its needs in imp-
lementing TSCA. Manufacturers and
hnporters who do not meet the criteria
for required reporting do not need to re-
port individually. Instead, they may re-
port through a trade association or rely
upon another manufacturer or an irn-
Porter to report the substances for in-
cluzion on the inventory. Further, in the
interest of minimizing duplicative report-
@, ~ns who arep rocesaors of achem-
lcal substance they neither manufacture
nor import are not subject to the initial
reporting requirements. Persons who
Process or u8e chemical mbstances for
commercial purpozez may report those
chemical substances not included in the
inltiaf fnventory during a special report-
ing period. In addition, persons who lrn-
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port chemical substances as a part of a
fiture. or *+@ maY report during
the spe~lal rePOr~mgperiod. EPA expects
to pubhsh ? reVISed inventory based on
&9e additional reports sometime in fall

SMALLMANUFACTURER

AS provided in TSCA section 8(a) and
discussed ~ the Preamble to the August 2
proposaL EpA may require “small manu-
facturers” to submit only information
necessarY for comPilatiOn of the inven-
tory or concerning a chemical substance
which is subject to a proposed rule or
order under TSCA section 4, 5 or 6 or
court action under section 5 or 7. At this
time, anY Person who is required to re-
port and who is a small manufacturer is
only required to submit information re-
quired for compilation of the inventory.
Accordingly, anY “small manufacturer”
need OnlY identify chemical substances
and report certain limited information
required for purposes of the inventory.
Small manufacturers are exempt from
reporting production volumes and, if a
small manufacturer has more than one
plant site, he need not separately report
for each site. Since these regulations de-
fine “manufacture” to include ‘Jimport,~J
the provision applies equally to “small
importers.”

The definition of “small manufwturer
or importer” proposed in August has,
been revised to exempt from these addi-
tiOl12drepOrting requirements those man-
ufacturers and importers with total sales,
of less than $5 million. Tiiis exemption,
however, does not apply with respect to
any chemical substance produced by a
manufacturer at one site or imperted in
quantities equal to or greater than 100,-
000 Pounds during calendar year 1977.
Accordingly, no manufacturer will be
considered a “small manufacturer or im-
porter” with respect to anY chemical sub-
stance manufacture at one site or im-
ported in quantities over 100,000 pounds.

III deciding how to define “sma~ man-
ufRCtUTeror @porter,)> EpA co~idered

,both the relative burden to manufac-
turers and importers to submit additioti
information and the value of that infor-
mation to EPA and other federal agen-
cies. Under this definition, the total cost
of reporting for the inventory for the
marginal small firm, in most cases, will
h? about 1 percent of profits. While the
firms exempted under this definition rep.
resent nearly 80 percent of chemical
firms, they account for only 4 percent of
sales of chemical substances and only 6
percent of employment in SIC groups
28 and 2911.

In the interest of creating a data base
that is at least complete with respect to
the volumes of those chemical substances
Produced in substantial quantities, this
definition does not exempt any manufac-
turer or importer from reporting the vol-
umes of individual substances produced
in quantities of over 100,000 poun& dur-
ing calendar year 1977, Reporting pro-
duction volume will involve simply pro-
viding the digit that is associated with a
broad range (e.g.; “4” is for production
between 1 million and 10 million poundQ,

RULES AND REGULATIONS

as provided in the table at $ 710.5(d) (4).
Since the manufacturer’ or importer will
ah_eady be reporting the nam~ of sub-
stances, the additional burden of suPPlY-
ing production information in terms of
large ranges should be minimal, espe-
cially for substances produced in signifi-
cant quantities.

REPORTINGSCHEDULEANDENFORCEMENT

These regulations provide for publica-
tion of an initial inventory based on re-
porting by manufacturers and importers
of chemical substances, followed by pub-
lication of a revised inventory based on
reporting by processors of chemical sub-
stances and importers of chemical sub-
stances as part of mixtures amd articles.
Reporting for the initial inventory will
begin on January 1, 1978, and end May 1,
1978. Manufacturers and importers of
chemical substanc~ must report, w pro-
vided in $ 710.3(a), during this first re-
porting period. Processors are only sub-
ject to the second reporting period which
will begin after publication of the initial
inventory and end’210 days later.

Thirty days after publication of the in-
itial inventory, premanuf acture notifica-
tion will begin. After that date, any per-
son who intends to manufacture or im-
port (in bulk) a chemical substance not
included on the inventory must submit
premanufacture notice under section 5
(a) (1) (A). Processors and users of a
chemical substance for a commercial
purpose, and importers of a chemical sub-
stance as a part of a mixture or article
will be able to supplement the initi~ in-
ventory during the second reporting pe-
riod, as provided in $ 710.3(b).

TSCA section 15(1) makes it unlalvful
for any person to fail or refuse to comply
with the premanufacture notification re-
quirements of section 5. TSCA section
15(2) makes it unlawful for a person to
use for a commercial purpose any sub-
stance which he had reason to know was
manufactured in violation of section 5.
Sections 15(1) and 15(2) as they relate
to section 5(a) (1) (A) will not be ap-
plied to persons who process or use for a
commercial purpose chemical substances
not on the inventory or who import
chemicaI substances as a part of a mix-
ture until after publication of the revised
inventory. By reporting any chemical
substance, not included on the initial
inventory during the second reporting
period, these persons will be able to pro-
tect themselves from prosecution under
section 15(2) with respect to the require-
ments of section 5(a) (1) (A) of TSCA.
Importers of a chemical substance as
Part of a mixture or article will not be
subject to premanufacture notification
requirements for “new” chemical sub-
stances until 30 days after publication of
the revised inventory. Under these re-
porting requirement, persons who im-
port chemical substances as part of arti-
cles do not have’ to report concerning
those chemical substances for the initial
inventory. EPA is still considering
whether @porters of certain chemical
substances as part of articles will be sub-
ject to premanufacture notification re-
quirements under section 5(a) (1) (A).
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EPA will address this issue prior to pub-
llca~ion’ of the initial inventory. Refer
to comments 16 to 23 for further clarifi-
cation of these issues concerning im-
porters of chemical substances.

Finally, EPA recognizes that it is in-
evitable, considering the large volume of
information to be compiled and trans~
mitted, th% there may be some uninten-
tional clerical errors in reporting. Ac-
cordingly, the note in $ 710.1(b) of these
regulations provides that EPA does not
intend to focus its enforcement efforts
on reporting violations that are clerical
in nature. Instead, EPA will give priority
to bringing actions against persons who
(1) report false information, (2) report
for inclusion on the inventory chemical
substances which are excluded under
section 710.4 (c) of these regulations,
(3) fail to report, or (4) fail to
maintain records documenting reported
information.

CONFIDENTIALITY
As discussed in the preamble to the

August proposal, there is an apparent
conflict between section 14 and sections ,
8(b) and 5(a) of TSCA with respect to
the inclusion of the identities of certain
chemical substances on the inventory.
Section 8(b) requires EPA to publish a
list of “each chemical substance which
is manufactured or processed in the
United States. Such list shall include
each chemical substance which an~ per-
son rePOrh, under section 5 or subsection
(a) of this section, is manufactured or
processed in the United States.” (em-
phasis added) The list has two purposes,
to inform the public concerning which
chemical substances are manufactured
or processed for a commercial purpose
and to which the public may be exposed,
and to define what constitutes a. “new
chemical substances” for purposes of
premanufacture notification require-
ments under section 5(a). However, sec-
tion 14 states that any information re-
ported to EPA under TSCA that is ex-
empt from disclosure under the Freedom
of Information Act fourth exemption (5
U.S.C. 552(b) (4)) may not be disclosed
except in specific circumstances set out
in section 14 (a) ~.nd (b).

In the absence of Jhe requirements of
section 8(b) and 5(a), EPA would pub-
lish an inventory that would not include
the identities of specific chemical sub-
stances for which the fact that the par-
ticular substance is manufactured or
processed for commercial purposes is
confidential. In the absence of the re-
quirements of section 14, EPA wotid pub-
lish a list of all chemical substances
manufactured or processed for com-
mercial purposes. Since the term manuf-
acture includes “to import”, this dis-
cussion and the regulations apply
equally to imported chemical substances.

Having no explicit statutory guidance
about how to resolve this conflict, EPA
has attempted to balance the concerns of
section 14 with those of sections 8(b) and
5(a). EPA believes that Congress did not
intend manufacturers to be required to
furnish EPA premanufacture notifica-
tion on existing chemical substances
whose identities for purposes of the. in-
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ventory have been claimed as trade
secret. EPA believes that Congress did
intend- EPA to preserve confidentiality
to the maximum extent practicable with-
out impairing administration of TSCA.
Accordingly, EPA has developed the ap-
proach set forth in $710.7, and explained
.in greater detail in Appendix A, Response
to SigniEcant Comments. The approach
balance confidentiality under section 14
with the regulatory scheme of sections
8(b) and 5(a). This approach will be
Used for the submission of confidential
identities for the inventory now under
section 8(a) and subsequently under sec-
tion 5@ (1) (A). Should the approach
fail to achieve its stated purposes, EPA
will re-examine the approach and con-
sider alternatives.

EPA will allow manufacturers, imp-
orters and processors to claim as confi-
dential the fact that a particular chemi-
cal substance is manufactured or proc -
essed in the United States for conlmer-
ckd purposes. The manufacturer or
processor making such a claim must pro-
vide certain information and agree to
certain provisions specified in $ 710.7(e)
of these regulations. EPA will make a
final determination concerning entitlem-
ent to confidentiality, in accordance
with EPA’s procedures for handling con-
fidentiality of business information in
40 CFR Part 2, Subpart B (41 FR 36906,
September 1, 1976). If EPA determines
that the fact the particular chemical sub-
stance is manufactured or processed in
the United States for commercial pur-
poses is confidential, EPA will not place
the specific chemical identity on the
publtshed inventory. Instead, EPA will
publish a generic chemical name in an
appendix to the invento~.

The generic chemical name will inform
the public of at least the generic types of
confidential chemical substances manuf-
actured or processed for a commercial
Purpose in the United States. Further, the
generic name will be helpful to manufac -
t:~rers who consult the appendix to the
Inventory to determine whether they
must submit premanufacture notification
under section 5(a) (1) (A) for a proposed
“new” chemical substance. The generic
name will alert thenl to the possibility
that ‘..he proposed “new” chemical sub-
stance may be fncluded on the invcn -
tory under that name. The generic name
wfll not establish a category of chemical
substances for purposes of the inventory
and premanufacture notification re-
quirements.

EFA wants to avoid the anti-competit-
ive impacts which may arise if new en-
trants into an existing market were re-
quired to give premanufacture notifica -
tion while the existing manufacturer
who claimed the identity of the chemica 1
substance as confidential was able to

continue to manufacture it. If a rnanu-
facturer is requiied to give premanu-
facture notification on a chemical sub-
stance, he cannot manufacture the sub-
stance for at least the 90-day notice
period. This delay may be considerably
longer if a testing rule under section 4
requires the manufacturer to develop
and submit certain test data. L?P.Ais also

RULES AND REGULATIONS

interested in distinguishing a “fishing
expedition” by a competitor from a bona
fide inquiry concerning the identities of
confidential chemical substances on the
iuventorv.

Accordingly, $ 710.7(g) permits an in-
quiring manufacturer to submit certain
information to establish his bona fide in-
tent to manufacture the chemical sub-
stance. A manufacturer is not required
to establish this intent; he can simply
submit a premanufa.cture notification. If
a manufacturer establishes bona yide in-
tent to manufacture a chemical sub-
stance, EPA will tell the inquiring manu-
facturer whether the chemical substance
is included on the inventory as a con-
fidential identity, and therefore, whether
he must submit premanufacture notifica-
tion under TSCA section 5(a) (1) (A) .
The submitter who claimed that the
specific chemical identity should not ap-
pear on the inventory will be required by
$ 710.7(e) (2) to agree to have available
and furnish to EPA upon request certain
identifying information on the chemical
subs t.snce and agree that EPA may dis -
close to a person with a bona fide intent
to manufacture the substance whether
the particular chemical substance is in-
cluded on the inventory. Failure to fur-
nish this information to EPA upon re-
quest will be construed as a waiver of
the claim of confidentiality, and the
specific identity will be placed on the in-
ventory. The Agency believes that this
resolution of the conflict between sec -
tions 5(a), 8(b), and 14 of the statute
balances the equities and interests of all
parties.

There are several other j~sues con~er~~-
ing confidentiality that have been raised
by these regulations. These issues and
further elaboration of the above ap-
proach are discussed in Appendix A, Sig-
nificant Comments and Responses.

DEFINITIONS

EPA wishes to emphasize that the
terms used in these regulations may not
be wholly consistent with the ordinary
usage of such terms. For example, the
teml “manufacturer” includes importers.
As used in these regulations, the terms
“manufacturer” and “processor” may

both apply to a person who normally
~-ould consider himself one or the other.
“I~itermediatc” refers only to those in-
termediates which are isolated or re-
mOVedfrom the equipment in which they
are manufactured. Persons should be sure
they understand the special meanings of
the terms used for purposes OLthese reg-
ulations,

OFFICMLRZCOEDOFRUJ.EMAKING
TSCA section 19(a) (3) defines the

term “ndemaking record” for- the pur-
poses of judicial review of a section 8(a)
regulation as ( I ) the rule being reviewed,

{ z j any written submission of interested
parties respecting the promulgation of
such rule and (3) any other information
w:hich the Administrator considers to be
relevant to such rule and which the Ad-
rninistrator identified on or before the
date of the promulgation of such rule,
in a notice published in the FZDERAL
REGISTER.

FEDERAL REGISTER, VOL 42, NO. 247—-FRIDAY, DECEMBER

Accordingly, TSCA requires the
Agency to publish in the FEDERALREGIS-
TERthe list of documenk that constitute
the record of this rulemaking. Public
cofiments are exempt from FEDERAL
REGISTERlisting under section 19(a) (3)
and have not been listed. A full, listing of
the public comments is available on re-
quest from the Record and Hear@~
Clerk. In addition, those documenh
listed below as part of this rulemating
record are available at the Office of the
Record and Hearing Clerk in the Office
of Toxic Substances.

The factual and policy considerations
that are the basis of this rule were pub-
lished in. the preambles h the March 9
and August 2, 1977’ proposed rules and
O@ober 3, 1977 supplemental notice. In
response to -public comment, EPA has
prepared a document analyzing the im-
pacts of these regulations which the Ad-
ministrator hereby identfies under
TSCA section 19(a) (3) (E) as part of the”
record of this rulemakjng. This docu-
ment surveys information generally
available to the public. It is entitled,
“ma]ysis of options for Definition of
Small Business and Estimated Cost of
the Initial Section 8(a) Reporting Re-
quirements,” prepared by Arthur D. Lit-
tle, Inc;, Cambridge, Massachusetts, con-
tract number 6%01–4381 (November
1977) .

During development of this rul;, EPA
has conducted two public meetings and
several informal meetings attended by
interested members of the public. Tran-
scripts of the three public meetings and
minutes of several informal meetings are
hereby included under section 19(a) (3)
(e) as part of this rulemaking.

1. Transcript of public meeting on
TSCA Inventory P.eporting Regulations
as proposed. March 9, 1977—(April 18,
1977).

2. Transcript of public meeting on
TSCA Inventory Reporting Regulations,
as proposed August 2, lg77_August 24,
1977).

Informal meetings were held with in-
terested members of industry, labor, and
environmental groups on the following
dates. Minutes of these meetings are in-
cluded in the record.
December13,1976 hky 6, 1977
December21, 1976 May 17, 1977

January 6, 1977 June 9, 1977

January 7, 1977 August 4, 1977

January 19, 1977 .4ugust 1s, 1977

April 14, 1977 September30, 1977~
April 21, 1977 October6, 1977
April 27, 1!377 October31, 1977

Transcripts of the informal meetings
held May 6 (with the American Import-
ers Association) and May 17 (concern-
ing confidentialityy) are also included in
the record.

In addition, during the development of
these rules, Agency staff members had
phone conversations with interested
members of the public. Phone conversa-
tions relevant to thfs rulemaking are ilI-
cluded in the record of this rulemaking.
A listing of these materials is available
upon request from the Record and Hear-
ing C1erk.

23, 1977
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EFFECTIVEDATE .

These regulations shall take effect on
~Cary 1, 1978. III accordance with 5

. . . 553(d) (3), the Administrator
finds for good cause that the effective
date of these regulations will not be post-
Poried untzl 30 days after publication in
the FEDERALREGISTER.TSCA section 8(b)
provides that a chemical substance may
be included on the inventory only if it
was manufactured or processed within
three Years before the effective date of
these regulations. If these regulations
are effective on January 1, 1978, any
chemical substance manufactured or
processed for a commercial purpose since
JanuarY L 1975 maY be reported for the
inventory. The January 1, 1975 date has
been relied on by the industry in pre-
paring for rePorting under these regula-
tions. Any greater delay in the effective-
ness of these regulations would interfere
with. orderly and timely reporting for
the inventory.
ECONOMICIMPACTANALYSISSTATEMENT

EPA has determined that the regula-
tion does not require the compilation of
an Economic Impact Analysis Statement
as required by Executive Order. 11821.
This determination is based on the cost
estimate prepared by Arthur D. Little,
Inc., as part of their report, “Analysis of
Options for Definition of Small Business
and Estimated Cost of the Initial Sec -
tion 8(a) Reporting Requirements,”
(November 1977), which is part of the
rulemaking record. The total cost to in-
dustry of complying with the require-
ments of this regulation does not exceed
$15 million. Accordingly, EPA has not
performed an Economic Impact Analysis
because the cost does not exceed the
criteria for a major Agent y action.

The Environmental Protection Agency
has determined that this document does
not contain a major proposal requiring
preparation of an Economic Impact
Analysis Statement Under Executive
Order 11821 and OMB Circular A–107.

Dated: December 12, 1977.
DOUGLASCOSmE,

Administrator.

Part 710 is established to read as fol-
lows :
Sec.
710.1 scope and compliance.
710.2 Definitions.
710.3 Applicability: Reporting for the ini-

tial and revised inventory.
710.4 ScoDeof the inventor.?.
710.5 How to report for the-inventory.
710.6 When h report.
710.7 Confidentiality.
710.8 Effectivedate.

AWTHOEITT:Subsection 8(a), Toxic Sub-
stances Control Act (TSCA) (9o Stat. 200S,
(15 U.S.C.2&)7(a))).

$710.1 Scope and compliance.

(a) This Part establishes regulations
governing reporting by certain persons
who manufacture, import, or process
chemical subsances for commercial pur-
poses under section 8(a) of the Toxic
Substances Control Act (15 U.S.C. 2607
(a) ) . Section 8(a) authorizes the A&min-
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istrator to require reporting of informa-
tion necessary for administration of the
Act and requires EPA to issue regulations
for the purpme of compiling an inven-
tory of chemical substances manufac-
tured or processed for a commercial pur-
pose, as required by section 8(b) of the
Act. Following an initial reporting pe-
riod, EPA will publish an initial inven-
tory of chemical substances manufac-
tured or imported for commercial pur-
poses. After a supplemental reporting
period, EPA will publish a revised in-
ventory including those additional chem-
ical substances processed or used for
commercial purposes or imported for
commercial purposes as a part of a mix-
ture or article. Further, in accordance
with section 8(b), EPA periodically will
amend the inventory to include new
chemical substances which are manufac-
tured or imported for a commercial pur-
pose and reported under section 5(a) (1)
of the Act. EPA also will revise the cate-
gories of chemical substa rices and make
other amendments as appropriate.

(b) Section 15(3) of TSCA makes it
unlawful for any person to fa;1 or refuse
to submit information required under
these reporting regulations. In addition,
section 15(3 ) makes it unlawful for any
person to fail to keep, and permit access
to, records required by these regtdatlons.
Section 16 provides that any person who
violates a provision of section 15 is lia-
ble to the United States for a civil pen-
alty and may be criminally prosecuted.
Pursuant to section 17, the Government
may seek judicial relief to compel sub-
mission of section 8(a) information and
to otherwise restrain any violation of
section 15.

NOTE.-AS a matter of traditional Agency
policy, EPA dew not intend to concentrate
its enforcement efforts on insignificant cleri-
cfd errors in reporting.

(c) Each person who reports under
these regulations shall maintain records
that document information reported un-
der these regulations and, in accordance
with the Act, permit access to, and the
copying of such records by EPA officials.

s 710.2 Dcfiliitions.
For the purposes of this Part: (a) The

following terms shall have the meaning
contained in the Federal Food, Drug, and
Cosmetic Act, 21 U.S.C. 321 et seq., and
the regulations issued under such Act:
“cosmetic,” “device,” “drug,” “food,” and
“food additive.” In addition, the term
“food” includes poultry and poultry prod-
ucts, as defined in the Poultry Products
Inspection Act, 21 U.S.C. 453 et seq.;
meabs and meat food products, as defined
in the Federal Meat Inspection Act, 21
U.S:C. 60 et SM.; and eggs and egg pr~-
ucts, as defined in the Egg Products In-
spection Act, 21 U.S.C. 1033 et seq.

(b) The term “pesticide” shall have
the meaning contained in the Federal
Insecticide, Fungicide, and Rodenticide
Act, 7 U.S.C. 136 et seq., and the regula-
tions issued thereunder.

(c) The following terms shall have the
meaning contained in the Atomic Energy
Act of 1954, 42 U.S.C. 2014 et seq., and
the regulations issued thereunder: “by-
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product material,” “source material,” ‘
and “special nuclear material.”

(d) “Act” means the Toxic Substances
Control Act, 15 U.S.C. 2601 et seq.

(e) “Administrator” means the Ad-
ministrator of the U.S.. Environmental
Protection Agency, any employee or au-
thorized t%presentative of the Agency to
whom the Administrator may either
herein or by order delegate his authority
to carry out his functions, or any other
person who shall by operation of law be
authorized to carry out such functions

(f) AU “Wticle” is a manufactured
item (1) which is formed to a specific
shape or design during manufacture, (2)
which has end use function (s) dependent
in whole or in part upen i% shape or de-
sign dl~ring end use, and (3) which has
eithe. no change of chemical composition
during its end use or only those changes
of composition which have no commercial
purpose separate from that of the article
and that may occur as described in 3710.4
(d) (5); except that fluids and particles
are not considered articles regardless of
shape or design.

(g) “Byproduct’~ means a chemical
substance produced without separate
commercial intent during the manufac-
ture or processing of another chemical
substance (s) or mixture(s).

(h) “Chemical subs-e” means my
organic or inorganic substance of a
particular molecular identity, including
any combination of such substances oc-
curring in whole or in part as a result of
a chemical reaction or occurring in na -
ture, and any chemical. element or un-
combined radical; except that “chemical
substance” does not include:

( 1) Any mixture,
(2) Any pesticide when manufactured,

processed, or distributed in commerce for
use as a pesticide,

(3) Tobacco or any tobacco product,
but not including any derivative prod-
uc+&, -

(4) Any source material, special nu-
clear material, or byproduct material,

(5) Any pistol, firearm, revolver,
shells, and cartridges, and

(,6) Any food, Lood additive, drug, cck-
metic, or device, -when manufactured,
processed, or distributed in commerce
for use as a food, food additive, drug,
cosmetic, or device”.

(i) “Commerce” means trade, traffic,
transportation, or other commerce (1)
between a place in a State and any place ‘
outside of such State, or (2) which af -
fects trade, traffic, transportation, or
commerce described in clause (1).

(j) “Distribute in commerce” and
“distribution in commerce” when u8ed
to describe an action taken with respect
to a chemical substance or mixture or
article containing a substance or mix-
ture, mean to sell or the sale of, the sub-
stance, mixture, or article in commerce;
to introduce or deliver for introduction
into commerce, or the introduction or
delivery for introduction @o commerce
of, the substance, mixture, or article; or
to hold, or the holding of, the substance,
mixture, or article after its introduction
into commerce.
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(k) “EPA” means the U.S. Environ-
mental Protection Agency.

(1) “Irnporter” means ~ person who
imports any’ chemical substance or any
chemical substance as part of a mixture
or article into the customs territory of
the U.S. and tncludes: (1) The person
primarily liable for the payment of any
duties on the merchandise, or (2) an”au-
thorized agent acting on his behalf (as
defined in 19 CFR 1.11).

(m) “Impurity” means a chemical sub-
stance which is unintentionally present
with another chemical substance.

(n) “Intermediate” means any chemi-
cal substance (1) which is intentionally
removed from the equipment in which it
is manufactured, and (2) which either is
consumed in whole or in part in chemi-
cal reactions ) used for the intentional
manufacture of other chemical sub-
stance (s) or mixture(s), or is intention-
ally present for the purpose of altering
the rate of such chemical reaction(s).

No’mi.-The “equipment in which it was
manufactured’ includes the reaction vessel
in which the chemical substanw?was manu-
factured and other equipment which is
strictly ancillary to the reaction vessel, and
any other equipment, through Which the
chemical substance may flow during a con-
tinUOuSflow process, but does not, include
tanks or other vesselsm which the chemical
substance is stored after its manufacture.

(o) “Manufa&ture” means to produce
or manufacture in the United States or
import into the customs territory of the
United States.

(p) “Manufacture or import ‘for COm_
mercial purposes’ “ means to manufac-
ture or import:

(1) For distribution in commerce, in-
cluding for test marketing purposes, or

(2) For use by the manufacturer, in-
eluding for use as an intermediate.

(q) “Mixture” means any combina-
tion of two or more chemical substances
if the combination does not occur in
nature and is not, in whole or in part,
the result of a chemical reaction; ex-
cept that “mixture” does include (1)
anY combination which occurs, in whole
or in part, as a result of a chemical reac-
tion if the combination” could have been
manufactured for commercial purposes
without a chemical reaction at the time
the chemical substances comprising the
combination were combined and if, after
the effective date of premanufacture no-
tification requirements, none of the
chemical substances comprising the
combination is a new chemical sub-
stance, and (2) hydrates of a chemical
substance or hydrated ions formed by
association of a chemical substance with
water.

(r) “New chemical substance” means
any chemical substance which is not in-
cluded in the inventory compiled and
published under subsection 8(b) of the
Act.

(s) “Person” means any natural or
juridical person including any _individ -
ual, corporation, partnership, or asso-
ciation, any State or political subdivi-
sion thereof, or any municipality, any
interstate body and any department,
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agency, or Instrumentality of the Fed-
eral government.

(t) “process” means the preparation

of a chemical substance or mixture, af-
ter its manufacture, for distribution in
commerce (1) in the same form or phys-
ical state as, or in a different form or
physical state from, that in which it was
received by the person so preparing such
substance or mixture, or (2) as part of a
mixture or article containing the chemi-
cal substance or mixture.

(u) “Process for ‘commercial pur-
poses’ “ means to process (1) for dis-
tribution in commerce, ipcluding for
test marketing purposes, or (2) for use
as an intermediate.

(v) “Processor” means any person
who processes a chemical substance or
mixture.

(w) “Site” means a contiguous prop-
erty unit. Property divided only by a
public right-of-way shall be considered
one site. There may be more than one
manufacturing plant on a single site.
For the purposes of imported chendcal
substances. the site shall be the business
address of the importer.

(x) “Small manufacturer or importer”
means a manufacturer or importer
whose total annual sales are less than
$5,000,000, based upon the manufac-
turer% or importer’s latest complete fis-
cal year as of January 1, 1978, except
that no manufacturer or importer is a
“small manufacturer or importer” with
respect to any chemical substance which
such person manufactured at one site or
imported in quantiti~ greater than
100.000 pounds during calendar year
1977. In the case of a company which is
O\!TIed or controlled hy another com-
pany. total annual sales shall be based
on the total annual sales of the owned
or controlled company, the parent com-
pany, and all companies owned or con-
trolled by the parent company taken
together.

.No’ra-The purp~se of the exception to
the definition Es to ensure that manufac-
turers and importers report.production vol-
umes for all chemical substances which they
manufactured at one site or imported in
quantities equal to or greater than 100,0OLI
pounds during calendar yc.ir 1977.

(y) “small quantities for p~urposes of
scientific experimentation or analysis or
chemical research on, or analysis of,
such substance or another substance, fn-
cluding any such research or analysis
for the development ~,f a product”
(hereinafter sometimes shortened to
“small quantities for research and de-
velopment”) means quantities of a
chemical su>st.ante manufactured, im -
Ported, or processed or proposed to be
manufactured, imported, or processed
that (1) are no greater than reasonably
necessary for such purposes and (2) af-
ter the publication of the revised in-
ventory, are used by, or directly under
the supervision of, a technically quali-
fied individual (s)

??OTE,—Anychemical substances nlanu-
factured, imported or processed in quantities

Of less than 1,000 pounds annually shall be
presumed to be mantlfactured. Imported, or

processed for research and development pur-

poses. No person may report for the inventory

~Y chemicaI substance in such quantities
unieas~at person can certify that the sub-

stance was not manufactured, Lmported, or
processed solely in sma!l quantities for re-
search and development, as defined in this

section.

(z) ~,state~~meam any state of the
United States, the District of Columbia,
the Commonwealth of Puerto Rico, the
Virgin Islands, Guam, the Canal Zone,
American Samoa, the Northern Mariana
Islands, or any other territory or pos-
session of the United States.

(aa) “Technically qtiified individual)>
means a person (1) who be~ause of his
education, training, or expen-ence, or a
combination of these factors, is capable
of appreciating the health and environ-
mental risks associated with the chemi-
cal substance which is used under his
supervision, (2) who is responsible for
enforcing appropriated methods of con-
ducting scientific experimentation, anal-
ysis, or chemical research in order to
minimize such risks, and (3) who is re-
sponsible for the safety assessments and
clearances related to the procurement,
storage, use, and disposal of the chemical
substance as may be appropriate or re-
quired within the scope of conducting
the research and development activity.
The responsibilities in c]a~e (3) of this
paragraph may be delegated to another
individual, or other individuals, as long
as each meets the criteria in c~ause (1)
of this paragraph.

(bb) “Test marketing”’ means the dis-
tribution in commerce of no more than a
predetermined amount of a chemical
substance, mixture, or article containing
that chemical substance or mixture, by a
manufacturer or processor to no more
than a defined number of potential
customers to explore market capability
in a competitive situation during a pre-
determined testing period prior to the
broader distribution of that chemical
substance: mixture or article in com-
merce.

(CC) “United States,” when used in the
geographic sense, means all of the States,
territories. and ~ossessions of the United
States.
~7io.3 ipplicabiiit} : I<cpmting for the

initi:tl inventory ana reyi+ed inve:l-

!or: : W ho n;II.t report: w 110 should

report.

Based on reports from manufacturers
and some importers of chemical sub-
stances, EPA will compile an initial in-
ventory of chemical substances manu-
factured for commercial purposes. Para-
graph (a) of this section identifies who
must report for this initial inventory and
who should report. After publication of
the initial inventory, EPA will compile a
revised inventory of chemical substances
manufactured or processed for a com -
mercial purpose based on reports from
processors of chemical substances, and
from importers of chemic~ substances
as a part of mixtures or articles. Para-
graph (b) of this section identifies who
may report for this revised inventory.
Paragraph (c) of this section idenljifieS
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the persons not subject to the initial
inventory.

(a) The initial inventory-( 1) bDomes-
tic rnanufadurer9 who must report ~m-
C67?M?Z9chemwal subgtawes. Any pp~-

son who manufactured a chemical sub-
stance(s) in the United States for a
commercial purpose during calendar year
1977 must report concerning:

(1) All chemical substances which fiat
person manufactured in the United
States during calendar year 1977 at each
site for which:

(A) Thirty percent or more of the
weight of the products distributed from
that site consists of products of the types
described under Standard Industrial
Classification (SIC) Group 28 or 29111or

(B) The total pounds of reportable
chemical su&*Qmces manufactured at
that site equals one mi!:,on pounds or
more; and

(ii ) Any chemical substance not re-
ported under paragraph fa) (1) (i) of this
section that was .rnanufactured at a site
during caienaar year 1977 in quanti-
ties equa] to or greater than 100,000
pounds.

NoTE.. –Any person who is a “small manu-

facturer, ” x defined m \ 710.2, and who hss

more than one site, is exempt from separately

mpOrtlng the chemical substanws manufac.
tured at each SIte. ..

{2) Importers who must report con-
cerning chemical substawes. Any per-
son who imported a chemical substance
into the United St-ates for a commercial
purpose during calendar year 1977 must
report concerning:

(1) All chemical subsf,an~es which that

person imported into the United States
during calendar year 1977 if:

(A) Thirty percent or more of the
weigh t of the products ireported consists
of products of the types described under
Standard Industrial (Xassification (SIC)
GrouP 28 or 2911, or

(B) The btal pounds of reportable
chemical substa~~ imported equa]s one
million pounds or more; and

(ii) Any chemical substance not re-
ported under paragraph (a) (2) (i) of
this sect]on that was imported during
calendar year 1977 in quantities equal
to or greater than 100,000 pounds.

NOTE. —Theee ‘reporting ~quimmen~ jn-

clude all chemical substances imported in

btik form including in Cane, ~t~=, drum~(

barrek, packages, bnks, bags and other ~n_
tainers, but do not include chemical sub-

stances impormd as part Of mixtures or

articles.

(3) Oth& .manufmturers and import-
ers who should report chemical sub-
stances. (i~ In order to ensure that a
chpm~a] ~ubs~n~ is in~]uded in the
initial inventory, any person who manu-
factures or frnpor~, or who h= manu-
factured or imported a chemical sub-
stance (including the im~rtation of a
chemical substance se part of a mixture
or an article) for a commemid purpose
since January 1, 1975, may repart con-
cerning that chemical substance.

{ii ) Any person permi tt.ed to report
under paragraph (a) (3) of this section
may either report individually%r, in
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accordance with f 710.5(f) , authorize a and in the definition of “chemical sub-
trade association or other agent to report - “stance” in S 710.2(h) ;

on his behalf. (2) Any mixture as defined in $710.2
(b) Revised inventory. ( 1) During

the reporting period for the revised in-
ventory ( $ 71O.6(C) ), a person may re-
port concemfng a chemical substance
which was not included in the initial
inventory if:

(i) The person has processed or used
the chemical substance (including use in
the manufacture of a mixture or article
containing that chemical sub,,tance) for
a commercial purpose since January 1,
1975; or

(ii) The person has imporkd the
chemical substance as part of a mixture
or article for a commercial purpose since
.January 1, 1975.

(2) Any person permitted to report un-
der paragraph (b) of this section either
may report individually or, in accordance
with i 710.5(f), may authorize a trade
association or other agent to report on
his behalf,

NOTE.—The prernanUfaCtUTe nOtifiCatiOn

requirement of section 5(a} ( 1 ) (A) of the

Act for manufacturers of new chemical sub-

stances and importers of new chemical sub-

stances in bulk will begin 30 days after the
publication of the initial inventory and will

:PPIY tO all chemicaf subetanm nOt included
In the initial inventmry. The premanufacture

notification requirement of section 5(a) ( 1 )

(A) will not be applied to lmporterx of
chemical substances ss part of a mixture

until 30 days after publication of the re.
vised inventiry. In adtition, sectloll 15(2)

of the Act as it relates to section 51a) (1) (A)

W1ll not be applied @ persons who process

Or Use for a COmlnerCial purpose chemical
substances not On the inventory Unt)l after

publication or’ the revised inventory.

(c) persons not subject to the initial
inventory. Persons who have only pro-
cessed or used a chemical substance for
a Commercial purpose are not subject to

the initial inventiry requirements.

$710.$ Scope of the inv<.ntory. -

(a) Chemical substances subject to
these regulations. only chemjcal sub.
stances which are manufactured, im-
ported, or processed “for a commercial
purpme, ” as defined in ?+710.2, are sub-
ject to these regulations.

~b ~ Naturally occurring chemical sub-
stances automatically includti. Any
chemical substance which is naturally oc-
curring and (1) which is (i) unprocessed
or (ii) processed only by manual, me-
chanical, or gravitationti means; by dis-
solution in water; by flotation; or by
heating solely ta remove water; or

(2) which is extrwti from air by any
means, shall automatically be included
in the inventory under the category
“Naturally Occurring chemical Sub-
stances.” Exampl& of such substances
are: raw agricultural commodities; wa-
ter, air, natural gas, and crude oil; and
rocks, ores, and minerals.

(c) Substarwes excluded by definition
or section 8 (b) of TSC!A, The following
substances are excluded from the inven-
tory :

( 1) Any substance which is not con-
sidered a “chemical su~tance~, as pro-
vided in su.b.cjectiorl3(2) (B) of the Act
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(q);
NoTE.—A chemical substanm that is manu-

factured as part of a mixture is subject to

these reporting regulations. This exclusion

aPPlks OnlY@ the mixture and not to the
cherntnal substances of which the mixture is
Comprised, The term ‘rmjxture,, includes al-
loys, inorganic glasses. ceramics, frits, and

cements, including Portland cement.

( 3 ) Any chemic@ substance which is
manufactured, imported, or processed
solely in small quantities for research
and development, se defined in $710.2
(y); and

(4) Any chemical substance not manu-
factured, processed or importi for a
commercial purpose since January 1,
1975.

(d) Chemic& substances excluded
jrom the inventory. The following chem-
ical substances are excluded from the in-
ventory. Although they are considered
to be manufactured or processed for a
commercial pu- for the purpose of
section 8 of the Act, they are not manu-
factured or pn%xesed for distribution in
commerce aa chemical substances per se
and have no commercial purpose sepa-
rate from the substance, mixture, or ar-
ticle of which they may be a part.,

NOTE.—In additiOn, chemical substances

excluded here will not be subject to pre-

manufacture notification under section 5 of
the Act.

f 1) Any impurity.
(2 ) AnY byproduct which has no com-

mercial purpose.
NoTE.—A byproduct which hss commercial

value only to municipal or privati orgatia-
tions who (i) burn it as a fuel, (ii) dispose of
it as a waste, including in a landfiill or for

enriching soil. or ( iii) extract component

chemical substances which have commercial
value, may be reported for the inventory, but

will not be subject to premanufacturing no-

tification under section 6 of the Act if not
included.

(3) Any chemical subgtanw which re-
sults from a chemical reaction that
occurs incidental to exposure of another
chemical substance, mixture, or article to
environmentir factom such as air, mois-
ture, microbial organisms, or sunlight.

(4) Any chemical substance which
results from a chemical reaction that
occurs incidental to storage of another
chemical substance, mixture, or article.

(5) Any chemical subata,nce which re-
sults from a chemical reaction that oc-
curs upon end use of other chemical
substances, mxtures, or articles such as
adhesives, paink, mieoellmmm cleans-
ers or other housekeeping products,
fuels and fuel additives, water softening
and treatment agents, photographic,
films, batteries, mat.chm, and safety
flares, and which is not itself manu-
factured for distribution in commerce
or for uae as an intermediate.

(6) Any chemical substance which re-
sults from a chemical reaction that oc-
curs upon use of curable plastic or rwb-
ber molding compounds, inks, drying
oils, metal finishing compounds, ad-
hesives, or paints; or other chemical
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substances formed during manufacture
of an article destined for the market-
place without further chemical change
of the chemical substance except for
those chemical changes that may ocour
as described elsewhere in this 3 710.4(d).

(7) Any chemical substance which re-
sults from a chemical reaction that oc-
curs when (i) a stabilizer, colorant,
odorant, antioxidant, filler, solvent, car-
rier, surfactant, plasticizer, corrosion
inhibitor, antifoamer or de-foamer, dis-
persant, precipitation inhibitor, binder,
emulsifier, de-em-ulsifier, dewatering
agent,- agglomerating agent, adhesion
promoter, flow moditier, PH neutralizer,
sequesterant, coagulant, flocculent, fire
retardant, lubricant, chelating agent, or
quality control reagent functions as in-
tended or (ii) a chemical substance, sole-
ly intended to impart a specific physioc-
hemical characteristic, functions as in-
tended.

(8) Chemical substances which are not
intentionally removed from the equip-
ment in which they were manufactured.

Nom.-See note to defl~Ltlon of “interm-

ediate” at $ 710.2(n) for explanation of

“equipment in which it was manufacture&, -

$710.5 How to report.

(a) General instructions. (1) Except
for small manufacturers or small import-
ers, any person who is required to re-
port under $ 710.3(a) (1). or (2) shall
follow the reporting procedures of para-
graph (b), (c), and (d) of this sec-
tion.

(2) Any person who reports under
5710.3(a) (3) shall follow the reporting
procedures of paragraphs (b), (c), (d)
(1) and (d) (3) of this section. In addi-
tion, the Agency encourages these per-
sons to report in accordance with para-
graphs (d) (2) and (d) (4) of this sec-
tion. A trade association or other agent
may report aggregated production data
under paragraph (d) (4) of this section.

(3) Any person who is required to
report under $ 710.3(a) (1) or (2) and
who is a small manufacturer or small
importer as defined in $710.2 shall fol-
Iow the reporting procedures of para-
graphs (b), (c), and (d) (1) and (3)
of this section except that such person
is exempt from reporting production
volume (for quantities less than 100,000
pounds) and site information.

(4) Any person who reports under sec-
tion 710.3(b) shall follow the reporting
procedures of paragraphs (b), (c), and
(d) (1) of this section.

(b) Reporting the identity of a
chemical susbtance. (1) Any person re-
porting under these regulations should
first read and carefully follow the re-
porting instructions, “Reporting for the
Chemical Substance Inventory,” pub-
lished by and available through EPA.

(2) To report a chemical substince, a
Person should first consult the TSCA
Candidate List of Chemical Substances
and any amendment to the Candidate
List. For assistance in using the Candi-
date List, consult the “Guide to the Use
of the TSCA Candidate List of Chemical
Substances.”
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(~) All persons required to report ex-
cept “small manufacturers and im-
porters” must use a separate Form A, B,
or C to report chemical substances for
each site. Small manufacturers and im-
porters may report several chemical sub-
stances manufactured at different sites
on one form, as appropriate.

(4) To report a chemical substance
found in the Candidate List, or in an
amendment to the list, a person must
complete, sign, and submit EPA inven-
tory report Form A (EPA Form No. 7710-
3A). All forms, A through D, have OMB
No. 158577011.

(5) To report a chemical substance not
found in the Candidate List, or in an
amendment to the list, but for which
there is a Chemical Abstracts Service
(CAS) Registry Number, a person must
complete, sign and submit EPA inventory
report Form B (EPA Form No. 7710–3B).

(6) To report a chemical substance
which is ,not found in the Candidate List,
or in an amendment to the list, and for
which there is no known CAS Registry
Number, a person must complete, sign,
and submit EPA inventory report Form
C (EPA Form No. 771O–3C) . Persons
must describe chemical substances on
Form C as specifically as possible, in ac-
cordance with the instructions published
by EPA, “Reporting for the Chemical
Substance Inventory.”

(7) To report a chemical substance
whose chemical identity is claimed to be
confidential, a person must complete,
sign, and submit EPA’ inventory report
Form C (EPA Form No. 771O–3C). In
addition, he must substantiate the claim
that the chemical identity is confidential
at the time he submits the form to EPA,
in accordance with instructions pub-
lished in “Reporting for the TSCA In-
ventory” and section 710.7.

Nom.-The reporting instructions also de-
scribe a reporting Form D (EPA Form No.
771O-3D) This is for additional voluntary
reportxwhich may be submitted by any per-
son who manufactures trademarkedproducts
comprised of chemical substances and is not
a substitute for any of the reports required
by these regulations.

(c) Reporting polymers. (1) To report
a polymer a person must list in the de-
scription of the polymer composition at
least those monomers used at greater
than ,j,wo percent (by weight) in the
manufacture of the polymer.

(2) Those monomers used at two per-
cent (by weight) or less in the manufac-
ture of the polymer may be included as
part of the description of the polymer
composition.

Nom.—’I’he “percent (by weight)” of a

monomer is the weight of the mon~er ex-
pressed as a percentage of the weight of the
polymeric chemical substance manufactured.

(d) Reporting other information con-
cerning a chemical substance. ( 1) For
PurPoses of the initial inventory, desig-
nate whether the person manufactures
and/or imports the chemical substance.
For purposes of the revised inventory,
designate whether the person processes
and/or imports the chemical substance.

(2) Report the site(s) at which the
person manufactures and/or imports the
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chemical substance. The site, as defined
in $ 710.2(w), for importers is their busi-
ness address.

(3) Qesignate whether the person
manufactures and processes the chemical
substances only within a site and does
not distribute the chemical substance,
or any mixture or article containing that
substance, for commercial purposes out-
side that site.

NOTE.—ThiSrequirement does not apply
to importers.

(4) Report the amount of the chemical
substance which the person manufac--
tured at each site and/or imported dur-
ing calendar year 1977. For-each sub-
stance, report the digit (e.g., O through
9) which corresponds to the, appropriate
volume range, according to the following
table. Enter “N’ in the space provided
for production amounts if the person
did not manufacture or import the sub-
stance during calendar year 1977. Small
manufacturers or importers, as defined
in 5 710.2(x), should enter “X” in the
space provided for production amoun%
of less than 100,000 pounds (45,400 kilo-
grams) . If a small manufacturer or im-
porter reports these production amounti,
that person shall enter both “X’ and the
appropriate digits (e.g., XO, Xl, or X2).
For other production ranges, do not in-
clude an “X” (e.g., 3 through 9). Trade
associations or other agents should en-
ter “A” in the space provided for pro-
duction amounts. If trade associations
or agents report production volumes,
they should enter both “A” and the ap-
propriate digits (e.g., A2 or A6).

(O) Less than 1,000 pounds; Less than 454
kilograms,

( 1 ) 1,000 to 10,000 pounds; 454 to 4,54o
kilograms,

(2) 10,000 to 100,000 pounds; 4,540 to
45400 kilograms.

(3) 100,000 to 1 million pounds; 45,400 to
454.000 kilograms.., .-.

(4) 1 million to 10 million pounds; 454,000
to 4.54 million kilograms.

(5) 10 million to 50 million pounds; 4.54

million to 22.7 million kilograms.

(6) 50 million to 100 million pounds; 22.7
million to 454 million kilograms.

(7) 100 million to 500 million pounds; 45.4

million to 227 million kilograms.

(8) 500 million to 1 billion pounds; 227
million to 454 million kilograms.

(9) over 1 billion pounds; over 454 million
kilograms.

(A) Trade associations or other agenta.

(e) Importers. (1) Any importer who
reports a chemical substance for the in-
ventory may authorize the foreign sup-
plier of the imported chemical sub-
stance (s) to report to EPA on his behalf,
if both the foreign supplier and the im-
porter sign the declarations provided on
the reporting forms. A foreign supplier
may authorize an agent to act in his
behalf.

(2) The importer has the ultimate re-
sponsibility for reporting all information

required by this Part and for the com-
pleteness and truthfulness of such infor-
mation. If certain information is not or
cannot be provided by the foreign sup-
plier or his duly authorized agent, it
must be provided by the importer.
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(f) Trade associations or other agents.
( 1 ) A trade association or othe~ agent

may report on behalf of any person who
is not required to report for the initial
inventory under $710.3 (a) (1) and (a)
(2). Accordingly, a trade association or
other agent may report on behalf of a.
manufacturer or importer of a chemi-
cal substance who chooses to report un-
der $ 710.3(a) (3), or any processor or
user of a chemical substance, or any im-
porter of a chemical substance as part
of a mixture or an article who chooses
to report under $ 710.3(b).

(2) For every chemical substance “re-
ported by a trade association or other
agent under this section, at least one
manufacturer, importer or proce~or
must have certified to that agent, and be
able to document to EPA, in accordance
with $ 710.1(c), that the chemical sub-
stance was manufactured, imported, or
processed for a commercial purpose since
January 1, 1975.

s 710.6 When 10 report.

(a) All reports for the initial inven-
tory shall be submitted by May 1, 1978.

(b) All reports concerning chemical
substances which are manufactured or
imported for a commercial purpose for
the first time during the period from
May 1, 1978 to the effective date of pre-
manufacture notification requirements
shall be submitted when such manufac-
turing or importation begfns.

(c) All repOrts for the revised inven-
tory shall be submitted within 210 days
after publication of the initial inven-
tory.

s 710.7 (knfidential~y.

(a) A manufwturer, importer, or
processor may claim that for a particu-
lar chemical substance any or all of the
following items of information submit-
ted under this Part are entitled to confi-
dential treatment:

( 1) Comrmny name.
(2) Site.
(3) The s.pecific chemical identity.
(4) Whether the chemical substance is

manufactured, imported, or processed.
(5) Whether the chemical substance

is manufactured and prowssed only
within one site and not distributed for
commercial, purposes outside that site. .

(6) The quantity manufactured, im-
ported, or processed.

(b) Any claims of con fidentiatit y must
accmnpany the information at the time
it h submitted to EPA. The claims must
appear on the form on which the infor-
mation is submitki to EPA and in the
manner prescribed on the form. In ad-
dition, aiiy claims of confidentiality
must be substantiated at the time the
information is submitted to EPA in the
manner specified in the form instruc-
tions.

(c) my information that is covered by
a claim made as specified will be dis-
closed by EPA only to the extent per-
mitted by, and by means of, the proce-
dures set forth in this section and in
Part 2 of this Title (41 FR 36902).

(d) If no claim accompanies informa-
tion at the time it is submit- ~A,
the information may be made public by
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EPA without furthqr notice to the sub-
mitter. Failure to provide substantiation
~f any claim asserted on th’e forms will
be considered a waiver of the claim and
will result in a determination that the
information is not entitled to confiden-
tial treatment.

(e) ( 1) A claim of confidentiality may
be asserted concerning the specific chemi-
ca! identity of a particular chemical sub-
stance. This claim may be asserted by
any submitter who believes that inclu-
sion of the specific chemical identitv on
the inventory would reveal the trade
secret fact that the particular chemical
substance is manufactured or processed
fcr commercial purposes.

~2) If a submitter asserts such a claim
the subm]tter must

fi ) Report the speculc chem]cal iden-
tity,

(il) Propose a generic chemical name
which 1s only as generic as necessary to
protect the confidential identity of the
particular chemical substance,

tiii) Provide a detailed, written sub-
stantiation of the claim as specified in
the reporting instructions,

(iv) Agree that EPA may disclose to a
person with a bona fide intent to manu-
facture the substance (as defined in
paragraph (g) of this section) the fact
that the particular chemical substance
is included in the inventory for purposes
of TSCA section 5(a) (1) (A) premanu -
facture notification, and

(v) Have available, and agree to ful”-
msh to EPA UPO:Irequest, for the par-
ticular chemical substance, either an
X-ray diffraction pattern (in the case of
inorganic substances ) or a mass spec-
trum for the particular chemical sub-
stance (in the case of most other sub-
stances), a sample of the substance in
iks purest form, an elemental analysis,
any additional or alternative spectra, or
other data that may be required to re-
solve uncertainties with respect to the
identity of the substance. Failure to
meet any of these five requirements will
be considered a waiver of the claim and
wdl result in inclusion of the particular
chemical identity on the inver.tory.

(f) (1) If a submitter asserts that the
identity of a particular chemical sub-
stance should not be included on the
inventory, the submitter has met the
five requirements specified in paragraph
(e) of this section, and the EPA General
Counsel has made a determination, in
accordance with Part 2 of this Title that
the particular chemical identity should
not appear on the inventory because in-
clusion would disclose a trade secret.
EPA will publish a generic chemical
name in an appendix to the inventory
rather than place the specific chemical
identity on the inventory. Publication
of a generic name in the appendix does
not create a category for purposes of the
inventory. Any person proposing to man-
ufacture a substance included in the ap-
pendix under a generic name must sub-
mit notice under section 5(a) (1) (A) of
the Act unless specifically exempted by
EPA (see paragraph (g) of this section) .

(2) EPA will examine the generic
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-chemical name proposed by the submit-
ter claiming confidentiality.

(i) If EPA determines that the generic
name proposed by the submitter assert-
ing the claim is only as generic as neces-
sary to protect the confidential identity
of the particular chemic~ substance,
EPA will place that generic name on the
inventory.

(ii) If EPA determin~ that the
generic name proposed by the submitter
asserting the claim is more generic than
necessary to protect the confidential
identity, EPA will ask the submitter to
submit further proposal generic names.

(iii) If EPA does not agree ~th the
further proposed generfc names, EPA
will choose a generic name that EPA
determines is only as generic as neces-
sary to protect the confidential identity.
EPA will give 30 days notice of this
choice to the submitter asert,ing the
claim. After the end of the 30-day
period EPA will place the chosen generic
name on the inventory.

(g) (1) If the particular chemical sub-
stance a person is proposing to manu-
facture is not hcluded on the inventory
by specific name but does fall within
one of the generic chemical names in
the appendix entitled “Confidential Id-
entities, ” the person may ask EPA wheth-
er the specific substance is included on
the inventory. EPA will answer such an
hKJUiry only if EPA determines that the
person has a bonu fide intent to manu-
facture the substance.

(2) In order to es~blish a bOna fide
intent to manufacture the specific chem-
ical substance the person proposing to
manufacture the chemical substance
must submit to EPA:

(i) A sfgned stit,ement that that per-

son intends to manufacture the sub-
stance for commercial pur-,

(ii ) A description of the research and

development activities he has conducted
to date and the purposes for which the
substance will be manufactured,

(iii ) An elemental ag~ysis,

(iv) Either an x-ray diffraction pat,-

tern (in the case of inorganic sub-
stances) or a mass spectrum (in the case
of most other ~bstances ) of the particu-
lar chemical substance,

(v) A sample of the substance in its
purest form, if request.@ and

(vi) Any additional or alternative
spectra, or other data that may be re-
quired to resolve uncertainties with re-
spect to the identity of the chemical sub-
stance.

(3) (i) Upon receipt of the informa-
tion specified in paragraph (g) (2) of this
section, EPA may require the submitter
who asserted the confidentialityy claim
for a specific chemical substance within
the generic name to submit to EPA:

(A) Either an X-ray diffraction pat-
tern or a mass or alternative spectrum
for the substance,

(B) An elemental analysis of the sub-
stance,

(C) A sample of the substance in its
purest form, if requested, and

(D) Any additional spectral or other
data that may be required to resolve un-
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certainties with respect to the identity
of the substance.

(ii) Failure to submit any of the in.
formation required by EPA under this
pargraph (g) (3) will be construed as a
waiver of the submitter’s confidentiality
claim, and EPA will place the specific
chemical identity on the inventory with-
out further notice to the submitter.

(4) EPA will compare the information
submitted by the proposed manufacturer
under paragraph (g) (2) ci this section
with the information submitted under
paragraph (g) (3) of this section.

(5) If (i) the comparison of the ele-
mental analyses and either the X-ray
diffraction patterns or mass or alterna-
tive spectra is sufllciently similar to be
consistent with a presumption that the
chemical substances are the same, and
(ii) comparison of any of the other sub-
mitted information affirms this pre-
sumption, EPA will tell the person pro-
posing to manufacture the particular
chemical substance that the particular
chemical substance is included on the
inventory and, therefore, that premanu-
facture notification is not, required.

(6) If (i) the comparison of either the
X-ray diffraction patterns or the mass
or alternative spectra i.s not sufficiently
similar to be consistent with a presump-
tion that the chemical substances are the
same, and (ii) comparison of the other
information atlirms this conclusion, EPA
will tell the person proposing to manu-
facture the particular substance that the
information submitted does not support
a conclusion that the substance is in-
cluded on the inventory, and, therefore,
that premanufacture notification is re-
quired.

(7) A disclosure to a person with a
bona fide intent to manufacture a par-
ticular chemical substance will not be
considered a public disclosure.

s 710.8 Effective date.

These regulations shall take effect on
January 1, 1978.

APPENDIX A-.+3IGNIFICANT COMMENTS Am

RESPONSES

Over 400 comments were received in re-
sponse to the notices of proposed rulemaking

published in the FEDERAL REGISTER on March

9, August 2, and October 3, 1977. The follow.

ing summarizes and responds to the sig-
nificant issues raised in these comments.

Comments which concern problems specific
to one particular company were not generally

included in these comments, ~ese ~om-

mentS were referred to EPA’s Industry As-
sistance OilIce for direct reply.

CONTENTS

OVeMl Approach to these Reporting Rules.
Comments 1–12.

Which Persons are Subject to these Regula-
tions. Manufacturers, comments 13–17; Im-
porters, comments 1%23; Definition of Small

Manufacturer or Importer, comments 24-27;

Processor-a. comment 28---
chemical substances Manufactured m

Processed For a Commercial Purpose. Com-
ments 29-3o.

Exclusions to the Definition of Chemtial
Substances. Mixtures, comments 31–3& Pes-

ticides and Foods, Food Additives, Drugs,
Cosmetics and Devices, commenk 37-42.

Chemical Substances Ezcluded from the
Inventory. Small Quantities for Research and
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Development, comrnen~ 42-61; Byprocfuc@,

comments 52–55; Articles, commen~ 56-60;

Impurities, comment 61.

Chemical Substances Included in the In-
V6!ntOry. Comments 62-63; Test Marketing,
COMInents 64-66; Intermediates, comments

67–71; Naturally Occurring Substances, com-

ments 72–74.
Inventory Reporting Procedures. General,

comment 76; Reporting of Polymers. com-
me~ts 77-S2; Inventory Reporting Forma,
comments S3-67.

When To Report. Comments S&92.
Con@3ntfality. Comments 93–103.

OVERALL APPROACH TO THESE REPoRTING RULlrS

Comment 1: Reporttng under these ftrst
repOrtlng rules should not only be for the

purpose Of compiling the inventory required
by section 6(b), but also to establish a base

line of information for further regulatory

action under T8CA. Failure to gather site,

productlOn, use, impurity, byproduct, dis-
posal, and worker exposure information in a

comprehensive manner precludes a system-
atic approach to the regulation of chemicals.

Response: The Administrator agrees, in

part, with this comment. The August 2, 1977,
reproposal expanded the purpose of these

regulatioti as proposed on March 9, 1977.

These final regulations are similar to those

proposed on August 2nd.

In deciding the scope of these first sec-

tion 8(a) reporting requirements, EPA con-

sidered not only the interest of compiling
an inventory of chemical substances ~ re-

quired by TSCA section 8(b), but also the

need for obtaining sumcient information
for monitoring chemical substances in the

environment and setting Agency priorities

for Implementing other provisions of T13CA.

The Agency decided that initial reporting

requirements should at least establish a

profile of the chemical industry, including
cites where chemicals are being manufac-

tured and the relative quantities in which

they are produced or imported into the

United States, With this information, EPA

will be able to estimate the potential expo.

sure to chemical substances for control, and
preventive actions. For example, plant site

information will be useful in identifying

possible sources of hazardous chemicals. es-

pecially in an emergency. Data on the quan-
tities of chemical substances manufactured

for a commercial purpose will enable EPA

and other agencies to select substances for

priOrity attention from Emong the tens of

thousmds of chemicals in commerce.

The Agency will not be requiring use, im-

PUritY, byproduct, disposal, or worker ex.
posure information in these regulations. The

Administrator has determined that this in-

formation is not now necessary for all chem-

ical substances manufactured for a commer-

cial purpose, and that the additional burden

to industry and consequent delay in publi-

cation of the inventory would not be justi-
fied. EPA intends, under the authority of

section S(a), to require this additional in-

formation on a smaller number of chemicals

in order to assess their potential risks in

depth. These requirements will be directed

at manufacturers and processors of the

chemical substances to enable the Agency to
build a more complete profile on these

chemicals which are of concern.

Comment 2: EPA’s proposed approach

would reqUire unnecessarily burdensome
and needlessly duplicative reporting. EPA

should “compile and publish a list of ch emi -

cal substances from government, industry,

and other sources, and allow manufacturers

and trade asaociatlons to report any chemi-

cal substances not included.

~esponse: The Adminlatrator disagrees
with this comment. The Agency reviewed

existing lists of chemical substances and

found them inadequate in several respects.
First, many existing lIst.s contain chemical

substances which are not eligible for inclu-
SiOn on the TSCA invento~, SecOnd, in

extstlng lists, many of the entries are in

broad cxAegories or use groups (such as “op-

tical brighteners”) which would be inappro-

priate for the purposes of compiling a list

of discrete chemical substances manufac-

tured or processed for a commercial purpose
in the United States. Third, existing lists
would not permit EPA to identify the basic

manufacturers of a chetical subs~nce. me

purposes of TSCA, accordingly, would not be

met if EPA were simply to pubHsh currently
aVaIiable lists as the invefito~ Of chefical

substances and permit manufacturers to re-

port any substance not included.

EPA ta interested in minim fsing the burden

Of repOrting for the inventory. Accordingly,

the Agency has pubHshed a Candidate List

of Cherrdcai Substances which \ncludes those

substances we have reason to believe have

been manufactured or prmess~ in the
Unit@ States. For any cherntcal substance

included on the Candidate List. reporting for

the inventory te greatly simplified. By Fm-

ERAL REGISTER notice dated April 2S, 1977

(42 FR 21639) and July S, 1977 (42 FR

35183 ), the Agency announced the avail-
ability of the Candidate I,ist in ham COpy

and computer readable tape. EPA plane to
supplement the Candidate List with at least

one additio~i Ust of substances. RpA will

announce the availability of any ~titiona]
list in the FSDERAL REG~T~, By FEDERAL

REGISTER notice dated April 12, 1977 (42 FR

19298 ) the Agency published a propcsed

Guide to the Use of the Candidate List. This

Guide will be republished with some changes

to assist persons reporting for the inven-

tory. This document and any supplement to

the Candidate List will be available fTom

EPA at the address listed above.

In a further effort to minimize duplica-
tive reporting to the extent consistent with
the needs of the Agency, $ 710.5(f) of these

final regulations permits all manufacturers
or importers not required to report by $710.3

(a) (1) and (2) to report chemi~ sub-
stances through a trade association OK other

agent. Further, any pereon who processes a

chemical substance is only subject to the
revised inventory. These policies should eum-
inate a great amount of duplicative report-

ing.

Comment 3: Manufacturers should be re-
quired to report chemical substances manu-
factured for a commertcal purpose by plant

site rather than by company headquarters.

Response: The Administmtir agrees with
this COmment. The March 9, 1977 pqosaI

wOuld only have required manufacturers to
report chemical substances by company

headquarb. As part of the decision @ re-

quire reporting of information which will

giVe the Administra@r a profile of where

chemicals are being manufactured, the
August 2, 1977 reproposal would require re-

porting by plant site. These final regula-
tions continue this requirement. The Agency

intenda to use this information h monitor
for potential exposure and identify possible
sources of hasardo~ chemicals in an emer-

gency.

Comment 4: EPA has failed to demon-

strate that production VoIume ~~ am
necessary to compile the inventOW, anti lt Is

UnC1ear how EPA intends ~ use this addi-

tional information. In emergencies, EPA

needs to know where a chemical is produced,

not the exact quantity. The delay in pub-
lishing the inventory is not justifl~ by the

information to be gained by requiring more

detailed data.

Response: Production volume information

fs not being required to publish the inven-

tory under section 8(b). This information is
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